Texas Department of State
Health Services

THERAPEUTIC DRUG MONITORING PROCESS

1. Verify or request order for collecting serum dru

¥

Criteria* for Considering Therapeutic Drug
Monitoring on TB patients

levels

Bacteriologic
Considerations

Medical
Considerations

Clinical
Considerations

Considerations based
on TB Diagnosis**

Slow response to adequate
therapy at 4-8 weeks of
treatment, evidenced by the
following:

e Patient remains AFB
sputum smear positive
at 4-8 weeks,

and/or

e Sputum smear results
not decreasing
adequately (4+ to 3+,
2+ to 1+, etc.)

e TB/diabetes comorbidity:
Serum drug levels can be
drawn two weeks after
initiation of adequate
therapy

e Mal-absorption due to
chronic or acute co-
morbidity

¢ Chronic or excessive
vomiting or diarrhea

e HIV infection and CD-4
count <100%**

e Low or high body mass
index (>10% above or
below ideal body weight)

e No improvement or
worsening of TB
symptoms (i.e. no
weight gain, no
reduction in cough, etc.)

o Worsening CXR anytime
during course of
adequate therapy

e New clinical
deterioration, likely
related to TB (i.e. new
evaluation for TB
relapse or concern for
drug resistance**)

e Patient Relapse: When
signs and symptoms of
TB return within two
years of a prior episode
of disease; serum drug
levels can be drawn two
weeks after initiation of
therapy

e When second line
medications need
monitoring (i.e.
Cycloserine, which has a
narrow therapeutic range
and potential for toxicity)

¢ TB meningitis

* Therapeutic Drug Monitoring should be reserved for patients who are not responding to adequate therapy, and
not necessarily for patients who meet some of the stated criteria and are otherwise doing well.
** Consultation recommended by a DSHS recognized Medical Consultant, see list here:

www.dshs.texas.gov/idcu/disease/tb/consultants/
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& Health and Human
Services

Texas DepartmentofState 2~ Contact the DSHS TB and Hansen’s Disease Branch for billing instructions

Health Services

Email a request to order serum drug levels to: clizabeth.foy@dshs.texas.gov, or fax
request to #512-533-3167 attention: TB Program (Phone 512-533-3000).

Once completed, the submitter will be sent the National Jewish Laboratory Requisition
which includes DSHS Billing Information

3. Arrange timing of the blood draw and directly observed thera DOT
according to which druqg/s are being tested

Steps to collecting serum drug levels

¥

Step 1

Perform Directly Observed Therapy (DOT) of TB medications being tested, ensuring that the
blood draw can occur at the indicated time after the dose of medication is observed.

e Timing of draws per drug can be found on the
National Jewish Laboratory requisition*. Time of
y req 5, THERAPEUTIC DRUG MONITORING
dose and draw must be written on form. —
hedose to collect “peak” concentrations is shown in parentheses after each drug nam
* The requisition states the name of the drug and hour duration ond sample may be coffected after the “peak”. Trough concentrations (prior to next dos:
of when to draw the peak level, i.e. “Rifabutin 3h”, If peak ommended for the anti-HIV and anti-fungal GPgs:
Rifabutin levels were being tested, the DOT provider would it (2-4h) CILFLHL | Levofloxacin (2h) [JRB
observe the patient taking their current dose of Rifabutin, wait : —
ina (7h) I N7 linaznlid (7h [T1RIFH

three (3) hours, and draw the blood as specified.
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Health Services

Perform phlebotomy and collect blood in an 8-10 ml plain Red Top tube. (Also acceptable is an
8-10 ml Green Top tube, but it is not preferred.)

e Preferred volume is at least 2 ml of serum per test for adults, 0.5 ml for pediatrics.
e Document timing of the blood draw on the requisition.
e Use a separate tube for each test ordered. Allow room for expansion of sample.

Step 3

Centrifuge immediately, and aliquot serum into a labeled polypropylene or similar plastic
tube, using one tube per test; or, coordinate processing with a local laboratory.

e Centrifuging should occur within 2 hours of collection, preferred in 30 mins. Draw blood, allow 20
minutes to clot, and then centrifuge. If blood will be processed in a local laboratory and not by
collector, it can be kept on ice while in transport. Coordinate with lab to ensure timely processing.

e A pipette can be used to aliquot separated serum into the polypropylene tube.

e The 50ml conical tubes for sputum collection are made of polypropylene and can be used for
decanted serum.

Step 4

Ensure separated serum is frozen (or kept refrigerated until freezing) to prepare for
shipping.

e Freeze at -70C if possible, but at minimum -20C.

e If an ultralow freezer is unavailable, the serum can be frozen in a regular freezer; do not allow it
to go through a defrost cycle.

e Alternately, the tube with decanted serum can be placed on a rack and stored on dry ice (the rack
should prevent direct contact between the tube and the ice; the serum will slowly freeze without
being shocked by contact with the dry ice).
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THERAPEUTIC DRUG MONITORING PROCESS

LZ’:::ET(Z'::“““““ 4. Send/Ship Serums to National Jewish Laborator
rvi

Fully complete the National Jewish Laboratory Requisition. Include:

e Drug dosage, frequency, method of administration, and date and time of last dose prior to draw

¥

Ship samples via overnight delivery on at /least 3 Ibs of dry ice.

e Ship samples to be received Monday through Friday
e Do not ship on Friday or Saturday, or the day prior to a holiday

e Package properly for dry ice handling*, including using a dry-ice specific label, and a return label for
box to be shipped back to sender

*Not all couriers will ship dry ice, check before sending. Full shipping guidelines can be found on the National Jewish website:
www. nationaljewish.org/for-professionals/diagnostic-testing/adx/diagnostic-testing/shipping-guidelines

¥

Ship to:
National Jewish Health
Pharmacokinetics Laboratory
1400 Jackson Street, K425
Denver, CO 80206
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¢ Services

Texas Department of State
Health Services ° Severe hemolysis
STOP e Thawed samples for greater than
Unacceptable 6-?4 hours, depending on dr_ug
being tested- ensure serum is
Conditions shipped on at least 3 Ibs dry ice
e Incomplete laboratory requisition

5. Respond to results as appropriate

¥

Treating provider will determine if medication dosages
will need to be changed based on the results of the
serum drug level testing

¥

Request consult if needed

Consultation recommended by a DSHS recognized Medical Consultant, see list
here: www.dshs.texas.gov/idcu/disease/tb/consultants/
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Health Services

National Jewish Laboratory Requisition:

www.nationaljewish.org/getattachment/professionals/clinical-services/diagnostics/adx/ordering-
tests/requisitions/Pharmocokinetics-requisition.pdf.aspx

Instructions per drug (type in drug name being tested in Search box):

www.nationaljewish.org/for-professionals/diagnostic-testing/adx/search-adx-tests?ref=bottom

Shipping Guidelines:

www.nationaljewish.org/for-professionals/diagnostic-testing/adx/diagnostic-testing/shipping-quidelines

DSHS Recognized Medical Consultants:

www.dshs.texas.gov/idcu/disease/tb/consultants/
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'Ea;"lt)h(fsmsmman THERAPEUTIC DRUG MONITORING PROCESS

Services

Texas Department of State

Health Servies Billing Information: Request from

Advanced Diagnostic Laboratories National Jewish Health™  S4PTe B dewe bt o / DSHS Tuberculosis and Hansen’s
Pharmacokinetics Laboratory | 800.550.6227, Option & phone | 303.270.2124 fax | njlabs.org 1400 Jackson Streer, K425

Denver, CO 30206

Disease Branch via Lara Miller (see
Assays may require up to seven business days for completion. Please submit 3 separate requisition for each sample collection time.

page 2 of process).

Patient Mame |Last, First)

— Report Delivery Information: Local
(LHD) or Regional Health Department
;‘:ﬂ"f@*"““““m“ (HSR) information here. Make sure fax
number is correct to ensure results are
Comity returned to sender.
\
Required Drug 1 Dngz \_ Drug 3 Dnsg 4 N~
Oy name to be tested \ \
Specimen \
(Senam, C3F, Plasma, Other] - - .
Drug dosa img) (Specify. PO, I, M) - Submitter Specimen #:
# Doses per week \\ Can be any ID that the LHD
Date of last dosa . .
Time of last dosa (For V- StartEnd) \\ or HSR uses to Identlfy
Dete blood drawn ~ patient specimen; leave
Time blood drawn .
— blank if none.
g:ﬁmuzarmg;%%mjxmﬁr;Lm:;:grmednumnnleut'pask'cnnnmﬁms'ﬁ shown in parentheses after each drug name,

le may be collectzd 4 hours after the “peak™. Trough concentrations iprior to next dosz)
o e - ?

are recommel ant-HIV and ant-fungal drags.
[ ABALH | Abacavir (1-zh) T DAAU | Darunevir [2-4h) [ LFLKL | Levofiaxacin [zh) ™ REN Rifahutin (3h)
™ AMKLE | Amoxicillin TTDELY | Delavirdine (2h) [T INZL | Linezolid (2h) I~ RIFH Ritampin (2h) - .
7 AMIPL | Amprenavir (2-3h) [TERVL | Efavirenz (5h) 7 LOPY | Lopinavir |4-6hi " AFFTN | Rif=pentine sh) Smeltted By' place the name Of
T A | Atszarai (zh) TEMH | Emmicitsbine 12 | WOFL | Mowifowacin tzh) CRIVL | fitonavi (2561 the LHD or HSR contact person
I AZL Azithromycin |2-3h) | 'EMEH | Ethambutal {2-3h) I NLFL | Maffirsvir (2-3h) I SAQL ‘Saquinavir {2-3h) .
| CFH Clofazamine |2-3h) | 'ETAH Ethionamide [2H) I NEW MNevirapine (2h) I SILLH Sildenafil [1-2h} (I'e' Nurse Case Manager for the
| CLART | Clarthromycin(2-3h |1 FLUCZ | Fucorazole (2h) | OFLHL | Oflaxacin l2h) | STVIH | Stavadine (1h1 patient). Also include contact # of
L CMH Capreamycin (1-2h] LJINDL | Inefiinavir (1-2h) | PASH | P-Aminosalicylic Acid (6h) | L SMH Stre n{1-zh| :
sk - i . the submitter.
L CIFH Ciprofloxacin (zh) L INH |soniazid {1-Zh} L POSA | Posaconamole (3-8h| L TIFV Tipranavir (3h)
L CORTH | Cortisal iprednisolone] | L ITRL Itraconazole |3-8h) L PZAH | Pyrazinamide {h) L VORZ Voriconazole (2h)
L CEH CycloSERINE (2-3h) L LAMLH | Lamivudine (h] L ARALLH | Raltegravir (zh)

SPECIAL INSTRL

Piease list a00Monal med|Catiors paent s Cumenby taking nare.

All other sections must be filled out,

preparstion &ad sipment. ColizctIn 3 pLsin F=d top, B-10 mi tube. Separats ssmum trom cails IMMediately by CantAfugation snd algUOE i 3 1sbsled PyprOgYlene oF including patient information, which

Smiisr plastic tube. Use & separale tube for esch test omersd. ANOW mam for Expansion of sampie inside tube. Freess at -JO°C I possibla jothemwtse -20°C ) Ship on =3 Ibs. dary

|CE viz ovemig ransport. SHIP SAMPLES TO BE RECEIVED MONDAY THROUGH FRIDAY. DO NOT SHIF ON FRIDAY DR SATURDAY. d rugs a re bei ng tested ti mes of
r

Recewed By Date Time Condition: ™ Frz ~ Aef ~ Thawed dosing, etc.

INTERNAL USE

ST AT Pharmacakinetics 700 |12/2314)
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